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PART 1 GENERAL REQUIREMENTS 



0- FOREWORD 



0.1 This Indian Standard ( Part 1 ) was adopted 
by the Bureau of Indian Standards on 20 Octo- 
ber 1987, after the draft finalized by the Obstetric 
and Gynaecological Instruments and Appliances 
Sectional Committee, CPDC 25, had been 
approved by the Consumer Products and Medical 
Instruments Division Council. 

0.2 Intra-uterine contraceptive devices ( lUCDs ) 
present certain unique difficulties for standardiza- 
tion. This Indian Standard defines characteristics 
of these devices essential to their proper function- 
ing. It describes quantitative physical values, 
the method of measuring them and the tole- 
rances. 

0.3 In the case of lUCDs the very wide variety 
of shapes, sizes and other properties allow only a 
general description of their features. The physical 



dimensions and characteristics can, therefore, 
only be standardized to a limited extent. 

0.4 In the preparation of this standard consi- 
derable assistance has been drawn from ISO/TR 
7439-1981 'Mechanical contraceptives— Intra- 
uterine devices', published by the International 
Organisation for Standardisation ( ISO ). 

0.5 Other Parts ( 2, 3 and 4 ) of the standard are 
asunder: 

Part 2 Determination of breaking force 
Part 3 Packaging and labelling 
Part 4 Copper-T ( 200 B ) 

Subsequent parts of the standard, which are 
intended to cover intra-uterine contraceptive 
devices other than copper-T, would be brought 
out in due course. 



1. SCOPE 

1.1 This standard ( Part 1 ) is intended to pres- 
cribe general requirements, such as the physical 
properties, of intra-uterine contraceptive devices, 
any tails or threads, associated insertion instru- 
ments, and for sterilizing, packaging, labelling 
and storage of such devices. 

1.2 The most important performance criteria 
have to be assessed by clinical experience and 
are outside the scope of this standard. 

2. DEFINITIONS 

2.0 For the purpose of this standard the follow- 
ing definitions shall apply. 

2.1 Intra-uterine Contraceptive Device 
(lUCD) — A mechanical contraceptive device 
for insertion into the nterus, for the purpose of 
preventing pregnancy. 

2.1.1 Active 1UCD or Medicated lUCD— Means 
a contraceptive device which is intended to 
liberate active substances within the uterus. 

2.1.2 Inert lUCD or Non-Medicated lUCD — 
Means a contraceptive device which is not 



intended to liberate pharmacologically-activc 
substances within the uterus. 

2.2 Inserter — Instruments intended to place an 
lUCD in the uterine cavity. 

2.3 Visco-Elastic Memory — Property of an 
intra-uterine contraceptive device which enables 
it to return approximately to its initial configura- 
tion after deformation. 

2.4 Tail or Tiiread — An attachment to an 
lUCD for the purpose of varifying the presence 
of an lUCD and enabling the removal of the 
device which is intended to lie in the cervical 
canal and the vagina when the body of the 
lUCD is placed correctly in the uterine cavity. 

3. REQUIREMENTS 

3.1 The manufacturer shall supply to the pur- 
chaser's detailed specifications and drawings of 
the product, and other necessary informations. 

3.2 Clinical Requirements — In general the 
lUCD shall be designed to permit easy inser- 
tion into the uterus, resistance to expulsion 
from the uterine cavity and easy removal from 
the uterus. When inserted aceordihg to the 
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manufacture's instructions which shall be clearly 
given ( see 5.4 ) the device shall produce an 
acceptable level of efficacy and minimal 
incidence of adverce reactions. 

3.3 Dimensions of lUGD and Insertion 
Instrument — The dimensions of the lUCD 
( including any tail or thread ) and its insertion 
instrument shall be within the tolerances specified 
by the manufacturer. 

3.4 Composition of Entire lUCD and its 
Insertion Instrument — The materials of 
which the lUCD, including any tail or thread, 
and its insertion instrument are made shall be 
sufficiently resistant to unintended influence by 
the body fluids and tissues and must be biolo- 
gically compatible. When identifying plastic 
materials, IR— spectrophotometry or Differential 
Scanning Calorimetry ( DSC ) or any other 
appropriate method may be used. 

3.5 Visco-Elastic Memory — Those devices 
which are, by necessity, deformed by the pres- 
cribed method of insertion shall have necessary 
visco-elastic properties to allow them to take up 
that form in the uterine cavity which is intended 
by the manufacturer. 

3.5.1 Test for Visco-Elastic Memory — The 
lUCD shall be placed in the insertion system for 
the maximum time stated in the manufacturer's 
instructions for insertion. After release it shall 
rest for 1 minute and then be compared with its 
original shape. The deviation shall be within 
the limits stated by the manufacturer. The test 
temperature shall be 23 ± 2**C. 

3.6 Visualization by X-rays — The basic 
material of the lUCD shall be opaque to X-rays 
(for example, barium sulphate ). 

3.7 Tail or Thread — The tail or thread 
attached to lUCD to facilitiate its later removal, 
must be monofilament material which is visually 
detectable after insertion of the lUCD. The tai 
or thread and its attachment shall be able to 
withstand a uniform pull of 12 N for at least 10 
seconds. The test temperature shall be 23 ± 2'*C. 

3.8 Effect of Sterilization on Entire lUCD 
and Insertion Instrument Material — The 

sterilization procedure ( for example, ethylene 
oxide, ionising radiation ) shall not have a signi- 
ficant detrimental effect on the properties of the 
material. Any sterilization should not form 
toxic substances or detectable impairments of its 
physical properties ( memory, solidity ). 

3.9 Sterility— Where a product is distributed as 
sterile it shall be capable of meeting the require- 



ments of any suitable sterility test method specified 
in the latest Indian Pharmacopoeia, 

4. SAMPLING 

4.1 Sampling and acceptance criteria for lUCDs 
shall be as agreed to between the purchaser and 
the manufacturer. 

5. PACKAGING AND LABELLING 

5.1 The sterile lUCD shall be individually 
packaged with its insertion instrument. The 
individual i^ackage shall ensure: 

a) adequate protection of the contents during 
normal handling, transit and storage; 

b) maintenance of sterility of the contents 
under dry, clean and adequately ventilated 
storage conditions; 

c) Minimal risk for contamination of the 
contents during removal from the package; 
and 

d) that the package, once opened, cannot 
easily be resealed. 

5.2 Outer Container (s) — A convenient 
number of individual packages ( for example 1, 
10, 50 etc ) shall be packaged in one or more 
outer containers which shall be strong enough to 
protect the contents during transit and storage. 

5.3 Marking — Each individual package and 
outer container shall be marked with the follow- 
ing information^ 

a) Brand name of lUCD; 

b) lUCD size, when appropriate; 

c) Manufacturer's name and address; 

d) Batch number; 

e) Month and year of sterilisation; 

f ) Storage directives ( outer container only ); 

g) The statement * use before (specify 

month and year )*; and 

h) The following text: 

"Warning — Sterile unless the package is opened or 
damaged. Insertion instrument should not be re-used." 

5.3.1 Standard Marking — Each package 
containing lUCD may also be marked with the 
Standard Mark. 

Note — The use of the Standard Mark is governed 
by the provisions of the Bureau of Indian Standards 
Act, 1986 and the Rules and Regulations made there- 
under. The Standard Mark on products covered by an 
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Indian Standard conveys the assurance that they have package, together with information concerning 

fc^P^^'^T'^!? ^''""^i/^ f%^^l ^'!!!ff'^r!^!l!?v.«^ adverse reactions, contra-indications, precautions 
that standard under a well denned system of inspection* j ^u j* r *• 

testing and quality control which is devised and super- ^^^ ^^her >vaTnmgs ^nd information, 
vised by BIS and operated by the producer. Standard 

marked products are also continuously checked by BIS 5, STORAGE RECOMMENDATIONS 
for conformity to that standard as a further safeguard. 

Details of conditions under which a licence for the use 6.1 Packages should be stored under cool, 

of the Standard Mark may be granted to manufacturers ^ conditions away from light. Extremes of 
or producers may be obtained from the Bureau of^-' ^ ji^-j^ iTuu *'jj 

Indian Standards temperature and humidity should be avoided. 

Packages shall remain sterile unless opened or 

5.4 Directions for Insertion and Removal of damaged. Poor storage may damage packaging 

the lUCD — Clear directions for insertion and and extremes of temperature can cause plastic to 

removal of the lUCD shall accompany each deform or become brittle. 
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